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A primary goal of a trial is efficacy, but process measures may provide information that can be useful in improving the design of a subsequent prevention effort. Furthermore, such data provide documentation of the fidelity of the program, that is, the extent to which the components of the program as designed were actually delivered and received by the participants.
When and How Often to Measure
Random assignment does not yield groups that are identical on all baseline variables. Therefore an extensive collection of baseline information, including targeting variables, is necessary. Without this, the investigator's ability to draw firm conclusions about what would have happened in the experimental group in the absence of the intervention is compromised. The baseline information is also needed to determine eligibility for the program, to ensure that the elements in the prevention program are not already in place in the participants' environment before the experiment, to describe the population to which the results might be expected to generalize, to document the success of the randomization procedures, and, in secondary analysis, to detect those subgroups for which there is differential outcome. If there are dropouts or missing data, baseline information is also necessary to investigate the possibilities of resulting sampling bias. Figure 10.2 shows the points on the time line for the trial and follow-up at which the baseline and other measures are taken.
After the baseline assessment, the greater the frequency of observation, the more precise the measurement of onset and course. Outcome measures on each participant should be taken frequently enough to determine the timing of short-term effects. Long-term outcome measures taken at follow-up to determine incidence should be continued past the mean age of onset for the disorder. Frequent follow-up can bind the participants more closely to the program and promote receptivity and compliance. However, too great a frequency of observation (particularly when the assessments are difficult, long, tiresome, stressful, or invasive) may annoy the participants and produce the opposite effect. The quality of information (validity and reliability) may suffer; dropouts may increase. Clearly, some balance must be achieved.
Which Measuring Techniques and Instruments to Use
The selection of outcome measures for use at baseline, over the short term, and during follow-up includes consideration of the relative valuehe prevention program. It is useful to document the extent of compliance of individual participants throughout the trial. If the program does not prove to be efficacious, it is important to gain insights as to why participants did not comply, as a basis for consideration in the design of future prevention efforts.ith the selective orintensity of effort, not only from investigators, but also from participants.f Michigan Press. Work, W. C.; Cowen, E. L.; Parker, G. C.; Wyman, P. A. (1990) Stress resilient children
